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1 . Claims 8, 9 and 1 1 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

In claim 8, reference to "the silicone resin" lacks antecedent basis. 
In claim 9, reference to "the polydiorganosiloxane" lacks antecedent basis. 
In claim 1 1 , reference to "the adhesion enhancer" lacks antecedent basis. 

2 The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

SLwiJSfTnZ Pat6 ? ted ° r d T ribed in 3 Printed P ublicati0 " in this or a foreign country or in public 
use or on sale ,n this country, more than one year prior to the date of application for patent Mhe United 

3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as S Pt 

Claims 1 to 3, 6, 8 to 10 and 13 are rejected under 35 U.S.C. 102(b) as being 
anticipated by WO 02/34221, herein '221 and anticipated by WO 01/01942, herein '942. 

1 ) '221 teaches dental care compositions. See for instance page 7 which discloses 
a blend of a silicone resin, a silicone gum, a polydimethylsiloxane fluid and an oral care 
active compound. The combination of the silicone resin, gum and fluid results in a 
composition that creates a hydrophobic surface on the hard and soft tissues of the oral 
cavity, which remains substantive on surfaces of the oral cavity and can deliver the 
active compound. See column 4, lines 10 to 30. 

The silicone resin/gum/fluid blend meets the requirements of the claimed hydro- 
phobic pressure sensitive adhesive. First note that the silicone resin, gum and fluid 
adheres to the oral cavity surface and forms a hydrophobic surface. The fact that it ad- 
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heres to the surface upon application indicates that it is a pressure sensitive adhesive. 
Note too this particular composition meets the components found in claims 8 and 9. 
Thus the silicone adhesive in '221 meets the requirements of the adhesive in claim 1 as 
well as the limitations of claims 6, 8 and 9. Line 4 of page 27 teaches that the composi- 
tion can be added as a single phase silicone system, meeting the requirement that the 
composition be anhydrous. Example 3 prepares an anhydrous composition, albeit with 
triclosan rather than a peroxide active agent. 

Page 17 of '221 teaches various active agents for bleaching or removing stains 
from tooth surfaces. The third to the last line teaches that sodium percarbonate is a 
preferred compound. This meets the peroxide compound in claim 1 as well as the 
specific compound in claim 2. The top of page 18 teaches amounts that meet instant 
claim 3. Such amounts will correspond to a adhesive content meeting claim 13. 

Thus, '221 teaches a silicone adhesive composition that contains, as a preferred 
active ingredient, sodium percarbonate. This composition is used as a tooth whitening 
composition; after it is applied to the surface of a tooth the peroxide compound is 
released. In this manner each requirement of claims 1 to 3, 6, 8, 9 and 1 3 is taught by 



'221 



Regarding claim 10, note that the term "adhesion enhancing agent" is extremely 
broad. Since each of the silicone fluid, gum or resin contribute to adhesion, each of 
these components meet this limitation. 

2) '942 teaches a similar composition that contains silicone resin, siloxane fluid, a 
silicone gum and volatile carrier and an oral care substance. See the Summary on' 
page 3. Particular attention is drawn to Tables 1 and 2 which show anhydrous compo- 
sitions containing sodium percarbonate. This meets the component in claim 2 as well 
as the amounts in claims 3 and 13. While '942 does not specifically refer to the silicone 
resin/fluid/gum combination as a pressure sensitive adhesive, these components meet 
this requirement since, upon applying to the teeth (which requires exerting at least some 
pressure) the silicone resin/fluid adheres. See page 25, lines 3 to 20. It is this prolong- 
ed adhesive property that allows the oral care component to be released and to be 
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effective. In this manner the limitations of claims 1 to 3, 6 and 8 to 10 are met by '942 
(note the rationale supra regarding the term "adhesion enhancing agent" as it applies to 
the resin, gum and fluid in '942 as well as the volatile carrier on page 8). 

5. Claim 14 is rejected under 35 U.S.C. 102(b) as being anticipated by WO '942. 

Note lines 1 and 2 and lines 20 to 25 on page 25 which teach steps (a) through 

(c). Lines 20 to 24 on page 5 teaches that multiple applications can be made, meeting 
step (d). This anticipates the method of claim 14. 

6. Claim 14 is rejected under 35 U.S.C. 103(a) as being unpatentable over '221 . 
As noted supra, '221 teaches a nonaqueous tooth whitening composition that 

meets instant claim 1 . Page 28 teaches applying the composition to the surface of the 
tooth by use of either an applicator or the finger. This meets the "painting" step (b) 
claimed. Page 28 also teaches that the product remains on the tooth for at least 2 
hours a day, meeting step (c). While '221 does not specifically teach repeating steps 
(b) and (c) for multiple days, this would have been obvious. That is, one using the 
product of '221 and desiring the benefits of whitening or bleaching would have been 
motivated to repeat the steps that result in whitening or bleaching in an effort to 
enhance or intensify the results. As such claim 14 would have been obvious over the 
teachings of '221. 

7. Claims 4 and 5 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
'221 as applied to claim 1 above, and further in view of Shiraeff. 

•221 does not teach, as a bleaching agent, a PVP/H2O2 blend, although line 5 of 
the second full paragraph teaches that H2O2 is a suitable peroxide for use as an active 
ingredient. 

Shiraeff teaches that "it is well known" that hydrogen peroxide is susceptible to 
deterioration or related degradation upon standing and storage. This can be overcome 
by stabilizing hydrogen peroxide with PVP in amounts meeting that in claim 5. See 
column 1 , lines 25 to 50. 
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Thus one having ordinary skill in the art would have recognized that, when using 
the H2O2 in '221, long term stability may be adversely affected and would have been 
motivated by the teachings of Shiraeff to use the H2O2 in combination with a stabilizing 
amount of PVP, thereby rendering obvious the requirements of claim 4. 

Regarding claim 5, note again that the top of page 18 in '221 teaches amounts of 
such active ingredients that fall within the claimed range. When the general conditions 
of a claim are disclosed in the prior art, discovering the optimum or workable ranges 
involves only routine skill in the art. 

8. Claims 1 and 10 to 13 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Cilento et al. 

Cilento et al. teach an adhesive dressing containing an active ingredient. While 
the composition does not specifically teach that it is suitable for application to teeth or 
the "when applied topically to teeth..." requirement, these are future intended use limit- 
ations. The claimed composition is fully defined by the components therein (an orally 
acceptable anhydrous hydrophobic pressure sensitive adhesive and peroxide releasing 
compound). To meet the instant claims, it is the composition per se that must be met by 
Cilento et al.; the prior art need not teach the future intended use. 

Cilento et al. teach an adhesive composition containing a hydrophobic pressure 
sensitive adhesive. See column 4, lines 10 and on. This adhesive is anhydrous. While 
applicants do not define the phrase orally acceptable in their specification, it appears 
that the polyisobutylene adhesive in Cilento et al. is orally acceptable since it is non 
toxic and is intended to be applied to skin 1 . Column 6, line 37, teaches the addition of 
benzoyl peroxide. This is a peroxide releasing compound. Cilento et al. thus teach a 
composition meeting each claimed component and as such anticipate instant claim 1. 

Column 6, lines 42 to 50, teaches that the active ingredient is preferably found in 
a suspension in mineral oil thickened with a polyethylene and liquid petrolatum base. 



1 Also supporting the Examiner's position that the polyisobutylene component in the adhesive of rii^ntn k 
considered to be orally acceptable, note WO 99/62472, which teaches adhwi^ ^^otI 
environment and include polyisobutylene (last paragraph of page 3). 
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This meets the requirements of claims 10 to 12. See line 45 on column 5 which teaches 
an upper amount of adhesive of 50 wt%. This anticipates the range in claim 13. 

9. Claims 1 and 6 are rejected under 35 U.S.C. 102(b) as being anticipated by WO 
99/62472, herein '472. 

'472 teaches a whitening strip that contains an adhesive having dispersed therein 
a whitening agent. The bottom of page 3 teaches various orally acceptable anhydrous 
hydrophobic adhesives and specifically teaches silicone. Such adhesives must be 
pressure sensitive since the strips are applied by contact (requiring pressure) to the 
teeth. Line 16 teaches that a preferred embodiment uses hydrogen peroxide as a 
whitening agent, meeting the claimed peroxide releasing compound. In this manner the 
composition of claims 1 and 6 are fully met by '472. 

10. Claims 2 and 3 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
'472 as applied to claim 1 above, and further in view of WO '221. 

'472 fails to teach sodium percarbonate as a whitening agent. However '221 
teaches on the bottom of page 17 that hydrogen peroxide (the preferred whitening 
agent in '472) and carbamide peroxide and chlorine dioxide (also taught in '472) can be 
used as whitening equivalents of sodium percarbonate. It is prima facie obvious to 
substitute equivalents, motivated by the reasonable expectation that the respective 
species will behave in a comparable manner or give comparable results in comparable 
circumstances. In re Ruff 118 USPQ 343; In re Jezel 158 USPQ 99; the express 
suggestion to substitute one equivalent for another need not be present to render the 
substitution obvious. In re Font, 213 USPQ 532. 

Thus one having ordinary skill in the art would have found the use of sodium 
percarbonate as a whitening agent in '472 in place of the functionally equivalent 
hydrogen peroxide, chlorine dioxide or carbamide peroxide to have been obvious. 
Adjusting the amount of agent in an effort to optimize whitening would have been within 
routine experimentation of the teachings in the prior art, thereby placing the limitations 
of claim 3 within routine experimentation and rendering them obvious. 
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1 1 . Claims 4 and 5 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
'472 as applied to claim 1 above, and further in view of Shiraeff. 

This rationale is consistent with that made in paragraph 6, supra. That is, it is 
known that hydrogen peroxide is unstable. Shiraeff teach that combining PVP with 
hydrogen peroxide results in a stable composition that can be used for bleaching. Thus 
one having ordinary skill in the art would have recognized that, when using H2O2 in '472, 
the long term stability of the adhesive may be adversely affected and would have been 
motivated by the teachings of Shiraeff to use the H2O2 in combination with a stabilizing 
amount of PVP, thereby rendering obvious the requirements of claim 4. 

Regarding claim 5, note that the amount of hydrogen peroxide taught on line 16 
of page 3 falls within this claimed range. When the general conditions of a claim are 
disclosed in the prior art, discovering the optimum or workable ranges involves only 
routine skill in the art. 

12. Claims 7 to 10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
'472 as applied to claim 1 above, and further in view of Pfister et al. 

While '472 generally teaches silicone adhesives, it fails to teach specific types of 
adhesives. Pfister et al. teach silicone pressure sensitive adhesives that are compatible 
with drugs and excipients and are used in transdermal drug delivery and medical 
devices. Column 1 of Pfister et al. teaches that many silicone pressure sensitive 
adhesives lose their tack, adhesiveness and resistance to flow when combined with a 
drug. The adhesives therein overcome this problem and as such are improved silicone 
adhesives for use in medical applications including drugs or active ingredients. This 
adhesive comprises a silicone fluid and a silanol resin which can be condensed. See 
column 3, lines 10 to 45, which teaches the limitations of claims 7 to 9. The composition 
contains a "cohesive strengthening agent" (column 5, line 25) which meets the claimed 
adhesion enhancing agent of claim 10. 

Thus one having ordinary skill in the art would have been motivated by the teach- 
ing of Pfister et al. to use the silicone pressure sensitive adhesive therein as the silicone 
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pressure sensitive adhesive in '472 in view of the benefits and properties associated 
therewith. As such the limitations of claims 7 to 10 are rendered obvious. 

13. Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over '472. 
'472 fails to specifically teach an amount of adhesive in the carrier layer on the 

whitening strip. It has been held that where the general conditions of a claim are 
disclosed in the prior art, discovering the optimum or workable ranges involves only 
routine skill in the art. As such adjusting the amount of adhesive in the whitening strip 
composition of '472 would have within routine experimentation and/or optimization of 
the adhesive properties of the strip in '472. 

14. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Margaret G. Moore whose telephone number is 571- 
272-1090. The examiner can normally be reached on Monday to Wednesday and 
Friday, 10am to 4pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Randy Gulakowski can be reached on (571) 272-1302. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact Jhefiegtanks 
Business Center (EBC) at 866-217-9197 (toll-free). f\[\j //) 
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